
payment or reimbursement from 
Eximbank for such expenses. 

IFR NC. 94-14715 Filed 6-16-94: 8:45 am] 
WLWo cooe 44#019 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Adtnlnlstr8tfon 

21 CFR Psrts 5 end 821 

Delegetions of Authoriv and 
Organization; Center for Devices and 
R8dioiogioai Health 

AGENCY: Food and Drug Administration. 
HHS. 
ACTION: F&l rule. 

SUMMARY: The Food and Drug 
Administralion [FDA) is amending the 
regulations for delegations of aitthority 
relating to gene& mdelegationr of 
authority from the Associate 
Commissioner of ReguJstory Affairs to 
certain FDA officials in the Cetites for 
Devices and Rediologicol Health 
(CDRH). The redelegotion provides 
rhese officials with authority to gmn! or 
deny cerlein citizen petitions for 
oxomption or vorionce from medical 
device tracking requirements. This 
action is heinS taken to facilitate 
oxpeditious handling of citizen- 
potitions. FDA is also issuing a 
conforming amendment to the medical 
device lrncking regulations to make the 
regulations consistent. 
EFFECTIVE DATE: June 17,1994, 
FOR FUt?THER INfORM~llON CONTACT: 
Joseph M. Sheehan, Center for Devices 
and Radiological Health (HE-B+@), Food 
and Drug Administration, 2098 Goither 
Rd., Rockville, MD 20850,301-5Q4- 
4765, or Ellen Rewiings, Division of 
Management Systems and Policy (HFA- 
340), Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 
20857,3014434976. 
SUPPLEMENYARY INFORMATION: FDA is 
amending the regulations in 8 5.31 
Petitions under pnrt 10 (21 CFR 5.31) by 
granting the authority to the Director 
and Deputy Directors, CDRH, ond the 
Director, Office of Comp’liance 
(previously known as the Office of 
Compliance and Surveillance), CDRH, 
lo issue responses to citizen petitions 
submitted in occordence with $$10.30 
end 8212(h) (21 CFR 10.30 end 
821.2(b)) requesting im exemption or 
verinnce from the provisions of part 821 
concerning medicoi device tracking 
requirements. FDA is making n 
conforming amendment to 821.2(b), 
which currently lists only the Director, 
Office of Compiionce and Surveillance, 

CDRH, 8s authorized to issue such 
resj$mses, tit add the Director end 
Deputy Diracfors, CDRH. 

Furth ~~i~%ti06 of the authority 
delegated is no! authorized. Authority 
delegated to a position by tide may be 
exercised by a person offIcIoIiy 
desiSn~!ed tt+serve ftrruch p~#ian in 
on actitig capticity or‘on a temporary 
basis. 

This document is issued es 8 final 
rute because the r&making 
req,uiremen!s in 5 U.SX. 533 do no! 
eppfy to ru tes of agency orgenization, 
procedure, or practice. 
List of Subjec!~ 

a1 CFRPart5 

Authority delegetions (Goveminen! 
agencies), Imports, ~~~ni~~tion and 
functions (Coyernment ngencfes). 

21 CFR Pati 821 
Imports, Medical devices, Reporting 

and recordkelaping requitiments. 
Therefore, undei the Federal FcMd, 

Drug, and Co&netic Act and under 
nu!h@ty detegeted tothe Commissior.~ 
of Food nod Dru 
822 &%anit in$e d 

,21 CFR parts 5 and 
tls foliowe: 

1, The authority-citation for 21 WR 
par! 5 con!/nuBs to read as follows: 

&+hority: 5 U.S.C. 504,552, App. 2: 7 
U,S$. 138% 2271: 15 U.&c, #38,l28t-lZ82, 
3701-371 la: mzs. Z-12 of the Felr P&%sgtt i& 
end tebelfng Aa! (15 !J,B.C. ~5%-%4813: 21 
U.&C. 4t-!%l61-e3.14~-~49.467f.679tbl. 
801~#St& ?03W309; mm.  2O?-993’ef t& ’ 
Fodorai Food, I&u&, and Cosmetic Act (21 
u.sc: 32%3941; 35 U.S.C. 15B:‘SocS. 301, 
302.303.307.310.311,351.352.301,362. 
?7Oi-1708‘ zim, 2125.212;, 2128 of tlla 
Fiiblk Ho&h .$wvlco Act [42 U.S.C. 241. 
242,.242fi, 2421, 242% 243.202,283,28& 
2S5. 300u-3Oau-5,39&8-1,3OOarr-25, 
3Oh-2;1,309a8-28): 42 U&C. 1395~. 
3246b, 4332,4831(a), 10807-HJOO& B.tk 
114W. 1192T,and 12591;secs, 312,3X&314 
of the Nittionai Chlldhoad Vacclna lniurv Act 
of 1986, Pub. C. 99560 (42 U.S.C. 30&& 
IIOtlt)* 

2, Section 5.31 is amended b edding 
new paragraph (g) to reed as fo lows: r 
5 6.31 Petltlo~ under psr! 10. 
* * * * * 

[g)The Director and Deputy Directors, 
CDRH. and the Director, Officci of 
ComplGmc6 CDRH, are authorized lo 
groqt or deny citizen petitions 
subniitted under Ij§ 10.30 and 821.2(b) 
of this chapter, requesting an exemption 
or vorionce from medical device 
tracking requirements in‘por! 821 of this 
chapter. 

PART &21+l~DICAL DEVtCE 
TRACKIN@ REQWREMENTS 

3. The authorItycitation for 21 CFR 
part 82l~coditinues to read as follows: 

kutborfty: sacs. 301,501.502,510.518, 
518,-519,701, and 704 of the Federal Food, 
Drug, and cailmstlc AC! (21 U.&d. 33.1.351. 
a6z. zI&I;MJo, zmoh, 3!io!, 371, and 374). 

4. Sec$ion 822.2 is omended by 
revising;$he second sentence in 
Int~du~ory text df paragraph fb) to 
retld as PoHows: 

982J.2 Exmptbno end varlanw. 
* *: * * * 

@I * * * The Director or Deputy 
Directors. CDRH, or the Director, Office 
of CompWce, CDRH, shall issue 
~9~ons~ lo requests under !hia sec!ion. 
I**, 

Dated: funo 13,19Q4. 
Micheel It. TayIor, 
Lkpaty Cammlssianerfor Pohc~. 
[Fd Dac; Z&t-14855 Filed G-16-94; 8~45 am) 
BILUMI WDC 4wo-91-? 

Anvil Drug@, Feeda, and Rstatad 
P&W@; ‘btMnge of Spmaor Name 
AOWCY: Fdod and Drug Administration, 
HHS. 
AORON: kfnd rd. 

!#uM~ARv: The Food and Drug 
Admini~!r~!ion (FDA) is amending the 
&mat drug regulations lo reflect a 
cbaage tif sponsor 

idiary 
name fbrn Anaquest, 
of BCX Health Care, 

Inc., to Ohmeda Ph&aceutical 
Product? D$visiofi Inc. 
2ffIcTIVE DAYE: June 17,X994; ‘- 
PON.FU~~~N tNfOF!MATlON CONTAct: 
Be$tmi$ A. Puyot, Cenler for 
Ve!er~~~~ Medicine (HFV-130). Food 
and-Drug Administration, 7500 Standish 
PI., Rockville, MD 20855,301~594- 
164& 
$l fPPL;E~EWARY INFOWATtON: Anaquest, 
jlne.,, A Subsidiary of BOC He&h C&e, 
Inc.; LIbr!y Corner. NJ 07938-0804. has 
informs@ FDA of a change of sponsor 
n&tie fr@ m  Aneques!, Inc., A Subsidiary 
&BQC Re&h Care, Inc., to Ohmeda 
Pharmaqeuiical Ptiucts Division Inc. 
Accbrdingly, FDA is amending the 
~~~I%li~?~ in 21 CFR 510.600(c)(l) end 
(cl@) ta reflect the change ,of sponsor 
nome. 
List.of Subjects In 21 CFR Part 510 

Admir$s!ra<ive practice and 
procedure, Animal drugs, Labeling, 
Report i@ and recordkeeping 
requirements. 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
8uthority delegated to &he Commhssioner 
of Food and Drugs and redefegated to 
the Center for Veterinary Medicine, 21 
CFR part 510 is amended as follows: 

PART 5fO-NEW ANIMAL DRUGS 

1. The authority citation for 21 CFR 
port 510 continues to read as follows: 

Authority: Sets. 201,301,501,502, 503, 
512,701 I 721, of tha Federal Food, Drug, and 
Cosmetic AC! (21 U.S.C. 321,331,351,352, 
353,360b. 371.379e). 

§ !ilO.BiXI [Amended] 
2. Section 510.600 Names, addresses, 

ar,d drug labeler codes of sponsors of 
approved applications is amended in 
the lohle in paragraph (c)(l) by 
removing the entry for”Anaquest, Inc., 
A Subsidiary of BOG Health Care, Inc.” 
ond by alphabetically adding a new 
entry for “Ohmeda Pharmaceutical 
Products Division Inc., Liberty Corner, 
NJ 07936-0604.,..,1)10019”: and in the 
table in paragraph (c)(2) in the entry for 
“010019” by removing the sponsor 
name “Anoquest, Inc., A Subsidiary of 
BOC Health Cnre, Inc.” and by adding 
in its place “Ohmeda Pharmaceuticoi 
Products Division Inc.” 

D&d: fune 9,1994. 
Robert C. Livingston, 
Director, Of/ice oJNewAnima1 Drug 
Evhution. Center/or Veterinary Medicine. 
(FR Doe. 94-14709 Filed a-16-94: 8~45 oml 
lllLl.lNO OODB 41CbQl-c 

21 CFR Parts 510 and 522 

Animal Drugs, Feeds, and Releted 
Products: Change of Sponsor 
~~OENCY: Food and Drug Administration, 
HHS. 
ACTION: Finn1 rule, 
SUPMARY: The Food and Drug 
Administrotioc (FDA) is amending the 
animal drug regulations to reflect a 
change of sponsor for 8 new onimol drug 
application (NADA) from Boehringer 
Ingelheim Animal Health, Inc., to 
Phoenix Scientific, Inc. 
EFFECTIVE DATE: June 17,1994. 
FOR FURTHER INFORMATION CONTACT: 
Benj8min.A. Puyot, Center for 
Veterinary Medicine (HFV-1301, Food 
and Drug Administration, 7500 Standish 
PI.. Rockville, MD 20855,301-594- 
1646. 
SUPPLEMENTARY INFORMAflON: 
Boehringer Ingelheim Animal Health, 
Inc., 2621 North Belth Hwy., St. Joseph, 
MO 64506-2002, has informed FDA thot 
it hos transferred ownership of, and all 

rfghts,and int&%ts in NADA ss-1~~ for 
Oxytocin InjeCtIon to Pbf2enjx 
Sdentfk lric,.3915South 48th st. 
‘krace, P.O. BPX 6457, St. Joseph, MO, 
64506-0457. Accordingly, the agency is 
amending theregulations~in zl CFR 
5%k66O[c)(l) and (cf(2); and in 21 CFR 
522.1880fb) to‘ reflect the change of 
sponsor. 
List ofSubjgv,&4 

21 CFR Part 510 
Administrative practice and 

procedure, Animal drugs, Labeling, 
Reporting and recordkeeping 
requirements, 
21 CFR Part ,522 

Animal drugs: 
Therefore, under the Federal Food, 

Drugand Cosmetic Act and undtir 
outhodty dalsgated to the Commissioner 
of Food 8nd’Drugs and redeleg8ted to 
the Center forVeterin8ry Medicine, 21 
GmIri;srts 510 and 522 are amended as 

PART SIO-NEW ANlMAC PRUQS 
1. The nutbority citatton for 21 CFR 

part 510 contfnues to read 8s follows: 
Atiherity: Sots, 201,301,501,502,503, 

512,7Qt, 721 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 32t,33t1331~~352, 
353,3EiOb, 37~,37Qe), 

2. Section 516.6~Q is amended in the 
table in par8graph (6)(l) by 
al~ha~ticail~.add~ng a new entry for 
“Phomix ~ScWWk, inq” and in the : 
table In paragraph (c)(2) by numer~~liy 
oddin@ a new entry for “05913Q” to rend 
ns folluws: 
Q616.660 Nam,ea, sddrwe8, and drug 
Jfabelermdes ol apon84ra of approved 
epplfoations. 
* * * * * 

*c* 
I;‘, * L + 

Finn name and adclress Qatar 
* 

Phoen&*&$entifii tnd \Q@ 
. . 

South 48th St: ier&e, PC 
Box 6467, St. Jeseph, MO 
646yO457 + . . . . . . . * ..*. . ..A...... 08Ql30 

l *  .  .  

(2). * * 

3. The 8uthority citation for 21 CFR 
part 622 continues to read as follows: 

Au~o~~~: Sue, 512 of the Federal Food. 
Dmg,,and timetic Act (21 U.S.C, aeoljf. 

5.622.%wo fAmend%dl 
4. &tion, 522.1680 Oxy&ciff 

injection is amended in paragraph (bl by 
~mo~i~g~‘~OQOOlO~’ and “and 05863Q” 
end by adding “058639, and 05Q136” 
before the word “in”. 

IMud: hms 9,1994. 
Robert G Livinqsbnk, 
Dhctor;Q&a of New Animal Drug 
Evafuuflon; Centerfor Velerlnary Medkine. 
fBR Dot, Q4-14708 Filed 6-16-94: 8!45 am1 
SILCINQ coos 4l69-91-c 

21 CFR Pwt s2fl 

lnt~~~~8 $Mtfon 
AQENOY: F&d and Drug Adminlstretion, 
HHS, 
A~l~“F~~ai rule. 
~~~~~::~h~ Food and Drug 
Adrn~~~8t~8t~~n (FDA) is amending the 
animal drug hgul8tions to reflect 
approval of 8n abbreviated new animal 

F3ot 
dru appt~cat~on (ANADA) filed by Fort 

ge L8boratories, The ANADA 
girwldes for the us6 of a generic 

6 
~t~rnjc~~ solution for control of 

act&al Infections of the’uterus 
(mettiffs) of horses and aa an aid in 
lmprovingcontzeptfon in mares with 
uterine infections caused by bacteria 
sensitive to gantamicin, 
EFFS~V~;OA~: June 17,1Q94. 
FOR ALAR dNFW?htATlON CONTACT: 
Larry D, RoBin8, Center for Veterinary 
Medicine IHFV-110), Food and Drug 
A~rnj~~8t~tiQn. 7506 Standish PI., 
Rockville; MD 20855,301-594-1612, 

Y INFORMAT#))(: Fort 
ories. Fort Dodge, IA 

5050X,, is the: sponsor of ANADA 2QQ- 
TO% whkh provides for the use of 8 
generic gentamicin solution (lOa, 
mi~li~8~/mi~iiliter (mg/mL)) for 
control bf bacterial infections of the 
uterus (rn~tr~~ia~ in horses and 8s an aid 
in improvhrg conception in mares with 
uterine infectfonscaus8d by bacteria 
sensitive t.o gentamicin. 

ANADA 200-102 for Fort Dodge 
Laboretories” gentamicin s&fate 
solution Ill00 mg/mL gentamicin) is as 
a generic copy of Schering’s Gentocin 
Solution 00 mg/mL gentemicin) in 
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